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UNITED STATES DISTRICT COURT 
$OUTHERN DISTRICT OF FLORIDA 

+.sg No. ol-6t9?-ClV-D,IM!TROULEAS 

v . 

BIOVAiL.COWOd~ION 
INTERNATIONAL, : ..’ .’ . . 

Defendzuk ... 

and ., ‘Y 
. 

TOMMY 6.:~~QM.~S’ON,.Sec~e~~~ :. 
US. Departnient.ofMealth.and Human 
Sm,ices, B@wAqD &SJ2gWETz, 

.D.V.M.. PIID:, .Actirig firi~cipiU3eput.y 
C~tn&sionc2r, U.S, $$+j .+r+I .l+g::’ . . . 
Adn,inistration;:an~.U.~ FQQD -AW 
DRUG ADWNISTR3TION, :. .. .,.. ., ,.. 

.__. ._. &:d;&&‘D&&&&.. . . . ,. . . . -.. 
... ... ..... 

., ........ ..................... :. ....... i.. ............ . .... ... ........ $. ..... .... .,), 

‘.’ FEDERA .. ” L .DEF .ENZ).&mS? NOTlCE’OF.CHA’NCE-IN 
2,. . . . . . ale, p”rpok..,of th;k..&;.‘i; & :inf;;; ‘& (&iii: ;r & & & 

. ..i. .,., . . . . . . .._ _ ., ., __ .,._ . . ., .: . . ., . . . . ..I 
% ~referencedcase that-has.required.the federal defendants.to mod&their pc ,. . . . . . . . . . . . . . ,,... . . ,.~ ,.,.. . . . .:_.,.. _.* . . . . . . ,..., ., . . ,,. . . _. 

J el 

sit 

iopment in the above- 

..\ _.,. _. . . / . . . . ._ . . ,, __ ., ., 

.,.. .,.. . . . /,, ,,.. : ,, ., . . . . . . . . . . . . . . . . . . . . . . . . . . j .,.,, .,...*,,._..... . . . . . . : ::.., ., 
mtition tF,dismi&$ ,$id’a.e@imnduy igs+ppon oFthe tibti~n a?d iji ?pp( 

., . . . ., . . . ,I ., .. .. . . . . . . . ;,. ., . . . . . . . . . . . ..,.. . . . . . . . . . . . . . . ..,. . . 
.- .for.preliminay-injur~tion.. FDPi’.$r.~ued’tllat-And~c-h8d’-f~ilid ro%tate-an . . . . ..: ,.. .. : . . . ,. .- . . .:. ._ . . . . . . . .., ., ., . . . . . . . ! 
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ants in thirr case filed a 
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tion to And=% motion 



delkndants and that Andrx had failed- to show that FDA’s actions in lispng pateM ‘403, or its 

II-I particular, FDA explained that&t agcn& fisted 

q$a~joI~s-bused 011 Bjavajlys declaration that the parent 

,curkntly approvd by FDA. &‘Memorandum ,of Federal Defendants at 6-9 & Ex. B. Because 

A&x challenged this listing in acco,+nce w+ the FDA rcgylatiow, the agency Sought 

confitilation from Biovail iha~ thk ‘463.p,ateent ‘klaims the drug : formuktion approved 

in the Tiazae@-NDA..[ne drug application].“. -&ar 8 L& Andre filed rhe 

~cw-rent laws&.&d Biovail hd not reSpbndeil to’the agertcyk confirk~at on request, FDA asked 

BioGl to notify the-agency if ii w’&misraken. in its understanding that the ‘463 patent cIaimcd 

1. Tiomc@. M. at?+10 & Ex, E. BiovaiI.did not respond to the agency’s ~~uest,~ Thus, based ok . . 
I- Biovail’s dq&r&& ancl ik handling of FDA’s confinnati~n’rt$kst& Biovall appkred to indicate . . . . .._. 

rhoi ilk ‘/r63 pate+ &i$nep‘ !Ii$ ayprqved. drug @rqc@t Tiqzac@’ : .. ::. _I,,, 
. ., 

On Monday, Febtiaz-y 26,. hoikver, B&vail .@+,it,s mknoranduti’iti opposition to And&% 

motion &r. pieli&;uy ..injunc:iori;. F&% I%. carzft@ revkwed: Bi I.., ‘. vaxl’s statements. in its . _. __ . . . . 7 “. 
.1 

msmorandum afid the fac&.alleged in.itssupparling.decl~ions. 111 &rticular,.Biovail stated that . . . . . . . . . . . . _,.. ,.. .‘,_. . . . . . . . . . . . . . .._. .... : i . . . . . ., . . i .., :, . . . . . , . . . ,. .: . . . ., .I ,, . . . . . 
rcenl jr recentfy.r&&d irs.ma&faeturin’~ ~mcess .f~r”%zacc& “so thak. I .‘i p (by >yei@tt) of rk . . . . . . .._ . . ,. . . . ,. ,. “. : 



Markus.(*‘Markus De&ration”) at 17j ‘6. 

~D~:.wa~unaware of-this. change h.thz manufacturing and ,. : . . . 
Biavk\‘s. rwclatian in..‘lts.-deci.~ations’..and suppotiing.memo&ndum. Contrary .to. Biovaih ,.. ,. . . 

.:. submitted .by Biovail a to’this. Qurt, -FDA.- hz& prelimintiily concluded Biovail must file ii 

sw$Iemetit.to its NDA for’agtij.ipprovSbefore it-cari distribute the drug ’ roduct with the revised 

manufaciuring.pr~cesses at~il newfoimulation. Fur%henore,it now..appe Ii .from Biovail’s newly 

-submitted declarations’;hac ihe .*463.$enr:do& not claim fhe drug p&&c as originally iipproved. ’ 

statcmentr, FDA is ,nc&of tk &w ihat the ‘463 patent daes not claim thb approved drug product 



Because the issue ofthe legality ofthe iistingofthe’463 patent is ( : ! 
‘f 

1.5 FDA has deferred taking.any action witivrespeci to the ‘463 p~ent so i i 

Court’s consideration dihis issueand.in order to permit all parties to.t re 

will be, prepared tb explain tfic a&ncy’s position in mor& detail a t 

supplemental briefs; if necessary. ~Furthermore:FDA is aware &hat !hcn :B ore other issues raised by 

the-parks;suchz, jurisdiction, that theCoutt,may wish+6 consider’k 

Andrx3 claims against Biovail coticenlikg Jhe listing of the.patertt. ,‘Tl 

Court concerning the best.mtins.of hrindling this mar&t-.in tlk cdntest i 

‘~.Respcztfulty submitted; 

. . . STUART E. SCHIFFER 
Acting Assi+nt Attorney 

GUY A. LEWIS 
.: ,. :: Unit& State? Attorney 

: .w BAR33AIU PE&AS: 
k&a&t l&ited States AI 

EUGENE THIR6Lf: 
Director: : 
Offike of Cot+m* Lilig! 
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not to interfere. with the 

heard. The government 
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